The renal safety profile of fluvastatin: results of a pooled analysis.
A pooled analysis was designed to evaluate the effects of fluvastatin on the kidney, in terms of renal adverse events, laboratory abnormalities, and renal function over time. An analysis of adverse events was performed on data from 30 completed clinical trials of fluvastatin in 11,815 patients. An analysis of renal function was also performed on data from patients who participated in long-term studies >6 months in treatment duration. Creatinine clearance was calculated using the Cockcroft-Gault formula. Mean creatinine clearance values were in the normal to near-normal range at baseline. Changes in creatinine clearance and serum creatinine from baseline were similar in fluvastatin-treated patients and placebo-treated patients. In the all-fluvastatin group, mean creatinine clearance (+/-standard deviation) increased from 87.8 (+/-42.8) mL/min at baseline to 89.4 (+/-41.2) mL/min at endpoint. In the placebo group, mean creatinine clearance (+/- standard deviation) increased from 87.7 (+/- 43.9) mL/min at baseline to 88.7 (+/-41.4) mL/min at endpoint. In the all-fluvastatin group, mean serum creatinine (+/- standard deviation) decreased from 1.14 (+/-0.20) mg/dL at baseline to 1.11 (+/-0.20) mg/dL at endpoint. In the placebo group, mean serum creatinine (+/-standard deviation) decreased from 1.15 (+/-0.22) mg/dL at baseline to 1.12 (+/-0.22) mg/dL at endpoint. The incidence of renal adverse events was low and comparable between the fluvastatin and placebo treatment groups. This pooled analysis demonstrates that fluvastatin treatment across the approved daily dose range of 20 mg to 80 mg does not adversely affect creatinine or creatinine clearance over time in dyslipidemic patients.